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(4) The active ingredient, strength,
and dosage form of the proposed drug
product.

(5) The patent number and expiration
date, as submitted to the agency or as
known to the applicant, of each patent
alleged to be invalid, unenforceable, or
not infringed.

(6) A detailed statement of the fac-
tual and legal basis of the applicant’s
opinion that the patent is not valid,
unenforceable, or will not be infringed.
The applicant shall include in the de-
tailed statement:

(i) For each claim of a patent alleged
not to be infringed, a full and detailed
explanation of why the claim is not in-
fringed.

(ii) For each claim of a patent al-
leged to be invalid or unenforceable, a
full and detailed explanation of the
grounds supporting the allegation.

(7) If the applicant does not reside or
have a place of business in the United
States, the name and address of an
agent in the United States authorized
to accept service of process for the ap-
plicant.

(d) Amendment to an application. If an
application is amended to include the
certification described in §314.50(i), the
applicant shall send the notice required
by paragraph (a) of this section at the
same time that the amendment to the
application is submitted to FDA.

(e) Documentation of receipt of notice.
The applicant shall amend its applica-
tion to document receipt of the notice
required under paragraph (a) of this
section by each person provided the no-
tice. The applicant shall include a copy
of the return receipt or other similar
evidence of the date the notification
was received. FDA will accept as ade-
quate documentation of the date of re-
ceipt a return receipt or a letter ac-
knowledging receipt by the person pro-
vided the notice. An applicant may
rely on another form of documentation
only if FDA has agreed to such docu-
mentation in advance. A copy of the
notice itself need not be submitted to
the agency.

(f) Approval. If the requirements of
this section are met, the agency will
presume the notice to be complete and
sufficient, and it will count the day fol-
lowing the date of receipt of the notice
by the patent owner or its representa-
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tive and by the approved application
holder as the first day of the 45-day pe-
riod provided for in section 505(c)(3)(C)
of the act. FDA may, if the applicant
amends its application with a written
statement that a later date should be
used, count from such later date.

[59 FR 50362, Oct. 3, 1994, as amended at 68 FR
36703, June 18, 2003; 69 FR 11310, Mar. 10, 2004]

§314.53 Submission of patent informa-
tion.

(@) Who must submit patent informa-
tion. This section applies to any appli-
cant who submits to FDA a new drug
application or an amendment to it
under section 505(b) of the act and
§314.50 or a supplement to an approved
application under §314.70, except as
provided in paragraph (d)(2) of this sec-
tion.

(b) Patents for which information must
be submitted and patents for which infor-
mation must not be submitted—(1) General
requirements. An applicant described in
paragraph (a) of this section shall sub-
mit the required information on the
declaration form set forth in paragraph
(c) of this section for each patent that
claims the drug or a method of using
the drug that is the subject of the new
drug application or amendment or sup-
plement to it and with respect to which
a claim of patent infringement could
reasonably be asserted if a person not
licensed by the owner of the patent en-
gaged in the manufacture, use, or sale
of the drug product. For purposes of
this part, such patents consist of drug
substance (active ingredient) patents,
drug product (formulation and com-
position) patents, and method-of-use
patents. For patents that claim the
drug substance, the applicant shall
submit information only on those pat-
ents that claim the drug substance
that is the subject of the pending or ap-
proved application or that claim a drug
substance that is the same as the ac-
tive ingredient that is the subject of
the approved or pending application.
For patents that claim a polymorph
that is the same as the active ingre-
dient described in the approved or
pending application, the applicant
shall certify in the declaration forms
that the applicant has test data, as set
forth in paragraph (b)(2) of this section,
demonstrating that a drug product
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containing the polymorph will perform
the same as the drug product described
in the new drug application. For pat-
ents that claim a drug product, the ap-
plicant shall submit information only
on those patents that claim a drug
product, as is defined in §314.3, that is
described in the pending or approved
application. For patents that claim a
method of use, the applicant shall sub-
mit information only on those patents
that claim indications or other condi-
tions of use that are described in the
pending or approved application. The
applicant shall separately identify
each pending or approved method of
use and related patent claim. For ap-
proved applications, the applicant sub-
mitting the method-of-use patent shall
identify with specificity the section of
the approved labeling that corresponds
to the method of use claimed by the
patent submitted. Process patents, pat-
ents claiming packaging, patents
claiming metabolites, and patents
claiming intermediates are not covered
by this section, and information on
these patents must not be submitted to
FDA.

(2) Test Data for Submission of Patent
Information for Patents That Claim a
Polymorph. The test data, referenced in
paragraph (b)(1) of this section, must
include the following:

(i) A full description of the poly-
morphic form of the drug substance, in-
cluding its physical and chemical char-
acteristics and stability; the method of
synthesis (or isolation) and purifi-
cation of the drug substance; the proc-
ess controls used during manufacture
and packaging; and such specifications
and analytical methods as are nec-
essary to assure the identity, strength,
quality, and purity of the polymorphic
form of the drug substance;

(ii) The executed batch record for a
drug product containing the poly-
morphic form of the drug substance
and documentation that the batch was
manufactured under current good man-
ufacturing practice requirements;

(iii) Demonstration of bioequivalence
between the executed batch of the drug
product that contains the polymorphic
form of the drug substance and the
drug product as described in the NDA;

(iv) A list of all components used in
the manufacture of the drug product
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containing the polymorphic form and a
statement of the composition of the
drug product; a statement of the speci-
fications and analytical methods for
each component; a description of the
manufacturing and packaging proce-
dures and in-process controls for the
drug product; such specifications and
analytical methods as are necessary to
assure the identity, strength, quality,
purity, and bioavailability of the drug
product, including release and stability
data complying with the approved
product specifications to demonstrate
pharmaceutical equivalence and com-
parable product stability; and

(v) Comparative in vitro dissolution
testing on 12 dosage units each of the
executed test batch and the new drug
application product.

(c) Reporting requirements—(1) General
requirements. An applicant described in
paragraph (a) of this section shall sub-
mit the required patent information
described in paragraph (c)(2) of this
section for each patent that meets the
requirements described in paragraph
(b) of this section. We will not accept
the patent information unless it is
complete and submitted on the appro-
priate forms, FDA Forms 3542 or 3542a.
These forms may be obtained on the
Internet at http://www.fda.gov by
searching for “‘forms”’.

(2) Drug substance (active ingredient),
drug product (formulation or composi-
tion), and method-of-use patents—(i)
Original Declaration. For each patent
that claims a drug substance (active
ingredient), drug product (formulation
and composition), or method of use, the
applicant shall submit FDA Form
3542a. The following information and
verification is required:

(A) New drug application number;

(B) Name of new drug application
sponsor;

(C) Trade name (or proposed trade
name) of new drug;

(D) Active ingredient(s) of new drug;

(E) Strength(s) of new drug;

(F) Dosage form of new drug;

(G) United States patent number,
issue date, and expiration date of pat-
ent submitted;

(H) The patent owner’s name, full ad-
dress, phone number and, if available,
fax number and e-mail address;

102



Food and Drug Administration, HHS

(1) The name, full address, phone
number and, if available, fax number
and e-mail address of an agent or rep-
resentative who resides or maintains a
place of business within the United
States authorized to receive notice of
patent certification under sections
505(b)(3) and 505(j)(2)(B) of the act and
§§314.52 and 314.95 (if patent owner or
new drug application applicant or hold-
er does not reside or have a place of
business within the United States);

(J) Information on whether the pat-
ent has been submitted previously for
the new drug application;

(K) Information on whether the expi-
ration date is a new expiration date if
the patent had been submitted pre-
viously for listing;

(L) Information on whether the pat-
ent is a product-by-process patent in
which the product claimed is novel;

(M) Information on the drug sub-
stance (active ingredient) patent in-
cluding the following:

(1) Whether the patent claims the
drug substance that is the active ingre-
dient in the drug product described in
the new drug application or supple-
ment;

(2) Whether the patent claims a poly-
morph that is the same active ingre-
dient that is described in the pending
application or supplement;

(3) Whether the applicant has test
data, described in paragraph (b)(2) of
this section, demonstrating that a drug
product containing the polymorph will
perform the same as the drug product
described in the new drug application
or supplement, and a description of the
polymorphic form(s) claimed by the
patent for which such test data exist;

(4) Whether the patent claims only a
metabolite of the active ingredient;
and

(5) Whether the patent claims only
an intermediate;

(N) Information on the drug product
(composition/formulation) patent in-
cluding the following:

(1) Whether the patent claims the
drug product for which approval is
being sought, as defined in §314.3; and

(2) Whether the patent claims only
an intermediate;

(O) Information on each method-of-
use patent including the following:
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(1) Whether the patent claims one or
more methods of using the drug prod-
uct for which use approval is being
sought and a description of each pend-
ing method of use or related indication
and related patent claim of the patent
being submitted; and

(2) Identification of the specific sec-
tion of the proposed labeling for the
drug product that corresponds to the
method of use claimed by the patent
submitted;

(P) Whether there are no relevant
patents that claim the drug substance
(active ingredient), drug product (for-
mulation or composition) or method(s)
of use, for which the applicant is seek-
ing approval and with respect to which
a claim of patent infringement could
reasonably be asserted if a person not
licensed by the owner of the patent en-
gaged in the manufacture, use, or sale
of the drug product;

(Q) A signed verification which
states:

“The undersigned declares that this is an
accurate and complete submission of patent
information for the NDA, amendment or sup-
plement pending under section 505 of the
Federal Food, Drug, and Cosmetic Act. This
time-sensitive patent information is sub-
mitted pursuant to 21 CFR 314.53. | attest
that | am familiar with 21 CFR 314.53 and
this submission complies with the require-
ments of the regulation. | verify under pen-
alty of perjury that the foregoing is true and
correct.”’; and

(R) Information on whether the ap-
plicant, patent owner or attorney,
agent, representative or other author-
ized official signed the form; the name
of the person; and the full address,
phone number and, if available, the fax
number and e-mail address.

(ii) Submission of patent information
upon and after approval. Within 30 days
after the date of approval of its appli-
cation or supplement, the applicant
shall submit FDA Form 3542 for each
patent that claims the drug substance
(active ingredient), drug product (for-
mulation and composition), or ap-
proved method of use. FDA will rely
only on the information submitted on
this form and will not list or publish
patent information if the patent dec-
laration is incomplete or indicates the
patent is not eligible for listing. Patent
information must also be submitted for
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patents issued after the date of ap-
proval of the new drug application as
required in paragraph (c)(2)(ii) of this
section. As described in paragraph
(d)(4) of this section, patent informa-
tion must be submitted to FDA within
30 days of the date of issuance of the
patent. If the applicant submits the re-
quired patent information within the
30 days, but we notify an applicant that
a declaration form is incomplete or
shows that the patent is not eligible
for listing, the applicant must submit
an acceptable declaration form within
15 days of FDA notification to be con-
sidered timely filed. The following in-
formation and verification statement
is required:

(A) New drug application number;

(B) Name of new drug application
sponsor;

(C) Trade name of new drug;

(D) Active ingredient(s) of new drug;

(E) Strength(s) of new drug;

(F) Dosage form of new drug;

(G) Approval date of new drug appli-
cation or supplement;

(H) United States patent number,
issue date, and expiration date of pat-
ent submitted;

(1) The patent owner’s name, full ad-
dress, phone number and, if available,
fax number and e-mail address;

(J) The name, full address, phone
number and, if available, fax number
and e-mail address of an agent or rep-
resentative who resides or maintains a
place of business within the United
States authorized to receive notice of
patent certification under sections
505(b)(3) and 505(j)(2)(B) of the act and
§§314.52 and 314.95 (if patent owner or
new drug application applicant or hold-
er does not reside or have a place of
business within the United States);

(K) Information on whether the pat-
ent has been submitted previously for
the new drug application;

(L) Information on whether the expi-
ration date is a new expiration date if
the patent had been submitted pre-
viously for listing;

(M) Information on whether the pat-
ent is a product-by-process patent in
which the product claimed is novel;

(N) Information on the drug sub-
stance (active ingredient) patent in-
cluding the following:
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(1) Whether the patent claims the
drug substance that is the active ingre-
dient in the drug product described in
the approved application;

(2) Whether the patent claims a poly-
morph that is the same as the active
ingredient that is described in the ap-
proved application;

(3) Whether the applicant has test
data, described at paragraph (b)(2) of
this section, demonstrating that a drug
product containing the polymorph will
perform the same as the drug product
described in the approved application
and a description of the polymorphic
form(s) claimed by the patent for
which such test data exist;

(4) Whether the patent claims only a
metabolite of the active ingredient;
and

(5) Whether the patent claims only
an intermediate;

(O) Information on the drug product
(composition/formulation) patent in-
cluding the following:

(1) Whether the patent claims the ap-
proved drug product as defined in
§314.3; and

(2) Whether the patent claims only
an intermediate;

(P) Information on each method-of-
use patent including the following:

(1) Whether the patent claims one or
more approved methods of using the
approved drug product and a descrip-
tion of each approved method of use or
indication and related patent claim of
the patent being submitted;

(2) Identification of the specific sec-
tion of the approved labeling for the
drug product that corresponds to the
method of use claimed by the patent
submitted; and

(3) The description of the patented
method of use as required for publica-
tion;

(Q) Whether there are no relevant
patents that claim the approved drug
substance (active ingredient), the ap-
proved drug product (formulation or
composition) or approved method(s) of
use and with respect to which a claim
of patent infringement could reason-
ably be asserted if a person not li-
censed by the owner of the patent en-
gaged in the manufacture, use, or sale
of the drug product;

(R) A signed verification which
states: ““The undersigned declares that
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this is an accurate and complete sub-
mission of patent information for the
NDA, amendment or supplement ap-
proved under section 505 of the Federal
Food, Drug, and Cosmetic Act. This
time-sensitive patent information is
submitted pursuant to 21 CFR 314.53. |
attest that I am familiar with 21 CFR
314.53 and this submission complies
with the requirements of the regula-
tion. | verify under penalty of perjury
that the foregoing is true and cor-
rect.”; and

(S) Information on whether the appli-
cant, patent owner or attorney, agent,
representative or other authorized offi-
cial signed the form; the name of the
person; and the full address, phone
number and, if available, the fax num-
ber and e-mail address.

(3) No relevant patents. If the appli-
cant believes that there are no relevant
patents that claim the drug substance
(active ingredient), drug product (for-
mulation or composition), or the meth-
od(s) of use for which the applicant has
received approval, and with respect to
which a claim of patent infringement
could reasonably be asserted if a person
not licensed by the owner of the patent
engaged in the manufacture, use, or
sale of the drug product, the applicant
will verify this information in the ap-
propriate forms, FDA Forms 3542 or
3542a.

(4) Authorized signature. The declara-
tions required by this section shall be
signed by the applicant or patent
owner, or the applicant’s or patent
owner’s attorney, agent (representa-
tive), or other authorized official.

(d) When and where to submit patent
information—(1) Original application. An
applicant shall submit with its original
application submitted under this part,
including an application described in
section 505(b)(2) of the act, the infor-
mation described in paragraph (c) of
this section on each drug (ingredient),
drug product (formulation and com-
position), and method of use patent
issued before the application is filed
with FDA and for which patent infor-
mation is required to be submitted
under this section. If a patent is issued
after the application is filed with FDA
but before the application is approved,
the applicant shall, within 30 days of
the date of issuance of the patent, sub-
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mit the required patent information in
an amendment to the application under
§314.60.

(2) Supplements. (i) An applicant shall
submit patent information required
under paragraph (c) of this section for
a patent that claims the drug, drug
product, or method of use for which ap-
proval is sought in any of the following
supplements:

(A) To change the formulation;

(B) To add a new indication or other
condition of use, including a change in
route of administration;

(C) To change the strength;

(D) To make any other patented
change regarding the drug, drug prod-
uct, or any method of use.

(ii) If the applicant submits a supple-
ment for one of the changes listed
under paragraph (d)(2)(i) of this section
and existing patents for which informa-
tion has already been submitted to
FDA claim the changed product, the
applicant shall submit a certification
with the supplement identifying the
patents that claim the changed prod-
uct.

(iii) If the applicant submits a sup-
plement for one of the changes listed
under paragraph (d)(2)(i) of this section
and no patents, including previously
submitted patents, claim the changed
product, it shall so certify.

(iv) The applicant shall comply with
the requirements for amendment of
formulation or composition and meth-
od of use patent information under
paragraphs (c)(2)(ii) and (d)(3) of this
section.

(3) Patent information deadline. If a
patent is issued for a drug, drug prod-
uct, or method of use after an applica-
tion is approved, the applicant shall
submit to FDA the required patent in-
formation within 30 days of the date of
issuance of the patent.

(4) Copies. The applicant shall submit
two copies of each submission of patent
information, an archival copy and a
copy for the chemistry, manufacturing,
and controls section of the review
copy, to the Central Document Room,
Center for Drug Evaluation and Re-
search, Food and Drug Administration,
5901-B Ammendale Rd., Beltsville, MD
20705-1266. The applicant shall submit
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the patent information by letter sepa-
rate from, but at the same time as,
submission of the supplement.

(5) Submission date. Patent informa-
tion shall be considered to be sub-
mitted to FDA as of the date the infor-
mation is received by the Central Doc-
ument Room.

(6) Identification. Each submission of
patent information, except information
submitted with an original application,
and its mailing cover shall bear promi-
nent identification as to its contents,
i.e., “Patent Information,” or, if sub-
mitted after approval of an applica-
tion, “Time Sensitive Patent Informa-
tion.”

(e) Public disclosure of patent informa-
tion. FDA will publish in the list the
patent number and expiration date of
each patent that is required to be, and
is, submitted to FDA by an applicant,
and for each use patent, the approved
indications or other conditions of use
covered by a patent. FDA will publish
such patent information upon approval
of the application, or, if the patent in-
formation is submitted by the appli-
cant after approval of an application as
provided under paragraph (d)(2) of this
section, as soon as possible after the
submission to the agency of the patent
information. Patent information sub-
mitted by the last working day of a
month will be published in that
month’s supplement to the list. Patent
information received by the agency be-
tween monthly publication of supple-
ments to the list will be placed on pub-
lic display in FDA’s Freedom of Infor-
mation Staff. A request for copies of
the file shall be sent in writing to the
Freedom of Information Staff (HFI1-35),
Food and Drug Administration, rm.
12A-16, 5600 Fishers Lane, Rockuville,
MD 20857.

(f) Correction of patent information er-
rors. If any person disputes the accu-
racy or relevance of patent information
submitted to the agency under this sec-
tion and published by FDA in the list,
or believes that an applicant has failed
to submit required patent information,
that person must first notify the agen-
cy in writing stating the grounds for
disagreement. Such notification should
be directed to the Drug Information
Services Branch (HFD-84), Center for
Drug Evaluation and Research, Food
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and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857. The agency
will then request of the applicable new
drug application holder that the cor-
rectness of the patent information or
omission of patent information be con-
firmed. Unless the application holder
withdraws or amends its patent infor-
mation in response to FDA’s request,
the agency will not change the patent
information in the list. If the new drug
application holder does not change the
patent information submitted to FDA,
a 505(b)(2) application or an abbre-
viated new drug application under sec-
tion 505(j) of the act submitted for a
drug that is claimed by a patent for
which information has been submitted
must, despite any disagreement as to
the correctness of the patent informa-
tion, contain an appropriate certifi-
cation for each listed patent.

[59 FR 50363, Oct. 3, 1994, as amended at 68 FR
36703, June 18, 2003; 69 FR 13473, Mar. 23, 2004]

§314.54 Procedure for submission of
an application requiring investiga-
tions for approval of a new indica-
tion for, or other change from, a
listed drug.

(a) The act does not permit approval
of an abbreviated new drug application
for a new indication, nor does it permit
approval of other changes in a listed
drug if investigations, other than bio-
availability or bioequivalence studies,
are essential to the approval of the
change. Any person seeking approval of
a drug product that represents a modi-
fication of a listed drug (e.g., a new in-
dication or new dosage form) and for
which investigations, other than bio-
availability or bioequivalence studies,
are essential to the approval of the
changes may, except as provided in
paragraph (b) of this section, submit a
505(b)(2) application. This application
need contain only that information
needed to support the modification(s)
of the listed drug.

(1) The applicant shall submit a com-
plete archival copy of the application
that contains the following:

(i) The information required under
§314.50(a), (b), (c), (d)(1), (d)(3), (e), and
(9), except that §314.50(d)(1)(ii)(c) shall
contain the proposed or actual master
production record, including a descrip-
tion of the equipment, to be used for
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